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meet that government’s requirements 
and can provide results that are ac-
ceptable to that government. The pro-
gram is intended to provide a tech-
nically-based U.S. approval process for 
U.S. industry to gain foreign market 
access; the acceptability of conformity 
assessment results to the relevant for-
eign government will be a matter for 
agreement between the two govern-
ments. 

§ 286.2 Scope. 
(a) For purposes of this program, con-

formity assessment consists of product 
sample testing, product certification, 
and quality system registration. Asso-
ciated activities can be classified by 
level: 

(1) Conformity level: This level encom-
passes comparing a product, process, 
service, or system with a standard or 
specification. As appropriate, the eval-
uating body can be a testing labora-
tory, product certifier or certification 
body, or quality system registrar. 

(2) Accreditation level: This level en-
compasses the evaluation of a testing 
laboratory, a certification body, or a 
quality system registrar by an inde-
pendent body—an accreditation body— 
based on requirements for the accept-
ance of these bodies, and the granting 
of accreditation to those which meet 
the established requirements. 

(3) Recognition level: This level en-
compasses the evaluation of an accred-
itation body based on requirements for 
its acceptance, and the recognition by 
the evaluating body of the accredita-
tion body which satisfies the estab-
lished requirements. 

(b) NIST operates the NVCASE pro-
gram as follows: 

(1) Conformity level: Under this pro-
gram NIST accepts requests for evalua-
tions of U.S. bodies involved in activi-
ties related to conformity assessment. 
NIST does not perform conformity as-
sessments as part of the program and 
therefore does not accept requests for 
such evaluations. 

(2) Accreditation level: NIST accepts 
requests for accreditation of con-
formity assessment bodies only when 
(i) directed by U.S. law; (ii) requested 
by another U.S. government agency; or 
(iii) requested to respond to a specific 
U.S. industrial or technical need, rel-

ative to a mandatory foreign technical 
requirement, if it has been determined 
after public consultation that (A) there 
is no satisfactory accreditation alter-
native available and the private sector 
has declined to make acceptable ac-
creditation available, and (B) there is 
evidence that significant public dis-
advantage would result from the ab-
sence of any alternative. 

(3) Recognition level: NIST accepts re-
quests for recognition of bodies that 
accredit testing laboratories, certifi-
cation bodies, and quality system reg-
istrars when (i) directed by U.S. law; 
(ii) requested by another U.S. govern-
ment agency; or (iii) requested to re-
spond to a specific U.S. industrial or 
technical need relative to a mandatory 
foreign technical requirement if it has 
been determined after public consulta-
tion that (A) there is no suitable alter-
native available and (B) there is evi-
dence that significant public disadvan-
tage would result from the absence of 
any alternative. 

§ 286.3 Objective. 
The objective of the program is to 

identify the activities of requesting 
U.S.-based conformity assessment bod-
ies that have been evaluated as meet-
ing requirements established for their 
acceptance by foreign governments. 
The evaluations may be provided by 
NIST or by bodies recognized by NIST 
for this purpose under the scope of this 
program. 

§ 286.4 Implementation. 
The program is operated on a cost re-

imbursable basis. It is open for vol-
untary participation by any U.S.-based 
body that conducts activities related 
to conformity assessment falling with-
in the program’s scope. A common pro-
cedural approach is followed in re-
sponding to a request to participate. 
(See § 286.7 Evaluation process.) All 
evaluation activities rely on the use of 
generic program requirements based on 
standards and guides for the operation 
and acceptance of activities related to 
conformity assessment. Specific cri-
teria for use in each evaluation are de-
rived from the program requirements, 
as appropriate, for the mandated for-
eign technical requirements specified 
in the request to participate. A request 
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involving a foreign technical require-
ment not previously addressed by 
NVCASE will result in an announce-
ment of NIST’s intent to develop eval-
uation criteria specific to the relevant 
requirements. NIST will contact all 
cognizant and interested federal agen-
cies to coordinate appropriate actions 
and procedures. 

§ 286.5 Program requirements. 
NIST provides and maintains docu-

mented generic requirements to be ap-
plied in evaluations related to accredi-
tation and recognition within the scope 
of the program. Available documenta-
tion is provided on request to prospec-
tive program participants and other in-
terested parties. Generic requirements 
are developed with public input and are 
based on guides for the acceptance of 
conformity assessment activities 
issued by such international organiza-
tions as the International Organization 
for Standardization and the Inter-
national Electrotechnical Commission. 
NIST also provides and maintains doc-
umented criteria provided in response 
to requests for evaluations specific to 
mandated foreign technical require-
ments. Criteria are developed with pub-
lic input derived from the application 
and interpretation of generic program 
requirements in relation to specified 
mandated requirements. Both docu-
mented generic requirements and spe-
cific criteria are developed and main-
tained with input from the public. 

§ 286.6 Public consultation. 
NIST relies on substantial advice and 

technical assistance from all parties 
interested in program requirements 
and related specific criteria. Interested 
U.S. government agencies are routinely 
to be informed of prospective NVCASE 
actions, and advice is sought from 
those agencies on any actions of mu-
tual interest. In preparing program 
documentation, input is also sought 
from workshops announced in the FED-
ERAL REGISTER and open tothe general 
public and other public means to iden-
tify appropriate standards and guides 
and to develop and maintain generic 
requirements, based on the identified 
standards and guides. Where relevant 
Federal advisory committees are avail-
able, their advice may also be sought. 

Similar procedures will be followed 
with respect to each request for evalua-
tion which necessitates the develop-
ment of criteria, derived from the ge-
neric requirements, specific to man-
dated foreign technical requirements. 

§ 286.7 Evaluation process. 

(a) Each applicant requesting to be 
evaluated under NVCASE is expected 
to initiate the process and assume des-
ignated responsibilities as NIST pro-
ceeds with its evaluation: 

(1) Application. The applicant com-
pletes and submit a request to be eval-
uated. 

(2) Fee. The applicant submits a par-
tial payment with the application and 
agrees to submit the remaining balance 
based on evaluation costs as a condi-
tion for satisfactory completion of the 
process. 

(3) Documentation. The applicant op-
erates a system and procedures that 
meet the applicable generic require-
ments and specific criteria. Relevant 
documentation submitted with the ap-
plication is reviewed by NIST. 

(4) On-site assessment. The applicant 
and NIST cooperate in the scheduling 
and conduct of all necessary on-site 
evaluations, including the resolution of 
any deficiencies cited. 

(5) Final review. The applicant pro-
vides any supplementary materials re-
quested by NIST, then NIST completes 
the review and decides on appropriate 
action. 

(b) NIST may take one of the fol-
lowing actions with regard to an appli-
cant: 

(1) Certificate. If an applicant fully 
demonstrates conformity with all pro-
gram requirements and specific cri-
teria, NIST issues a certificate docu-
menting this finding. Each certificate 
is accompanied by a document describ-
ing the specific scope of the accredita-
tion or recognition. 

(2) Denial. If an applicant cannot 
demonstrate conformity with all pro-
gram requirements and specific cri-
teria, NIST may deny award of the cer-
tificate. An applicant who has failed to 
complete the evaluation satisfactorily 
may reapply when prepared to dem-
onstrate full conformance with pro-
gram requirements. 
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